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CHAPTER 12. AN MAL SUBJECTS | N RESEARCH

12. 01 ETH CAL CONSI DERATI ONS

a. Animal subjects contribute immeasurably to adv
science. Most research and testing involving human
results of animal experimentation.

b. Investigators should use the least sentient sp
attainment of research objectives and follow all re
minimize pain and distress to animal subjects.

c. An investigator should use the procedures leas
animals in conducting research. A doctor of veterin
consulted in planning a study that includes procedu
an animal subject.

12. 02 ORGANI ZATI ON AT VA CENTRAL OFFI CE

a. Veterinary medical concerns, particularly issu
of experimental animals, are within the purview of
Officer).

ancements in medical
patients is based on the

ecies that will permit the
asonable measures to

t painful to experimental
ary medicine must be
res likely to cause pain to

es related to care and use
the CYMO (Chief Veterinary Medical

b. Qual i fications. The CVYMO must have a degree of Doctor of Veterina ry

Medicine or Veterinary Medical Doctor from an appro
medicine and have extensive training and experience

medicine.  The quality of such experience may be ev

certification in laboratory animal medicine by the
Laboratory Animal Medicine.

ved school of veterinary

in laboratory animal
idenced in part by
American College of

C. Supervi sory Controls. The CVMO is responsible directly to the ACMD for
R&D (Assistant Chief Medical Director for Research and Development), VA Central Office.

d. Primary responsibilities include but are not limited to:

(1) Advising the ACMD for R&D and the Directors o
animal welfare issues and animal [ ] facility opera
of experimental animals, selection of veterinary me
field facilities, [ ] animal [ ] facility construct
equipment specifications.

(2) Developing and implementing policies on a nat
laboratory animal medicine in the VA.

(3) Providing policy guidance to VA health care f
function of animal facilities.

(4) Acting as liaison with other government agenc
institutions engaged in biomedical research involvi

(5) Participating as an expert in laboratory anim
and international scientific and professional organ

(6) Communicating with the media, special interes
public concerning animal welfare issues and commitm
issues.

f R&D Services, regarding
tions including care and use

dical personnel serving

ion and renovation, and

ionwide level for improving

acilities on the role and

ies, and public and private

ng animal subjects.

al medicine with national
izations.

t groups, and the general
ent of the VA to such



(7) Monitoring compliance of VA medical centers w
including NIH
animal care and research use.

(8) Providing guidance and assistance to VA medic
maintaining full accreditation by AAALAC
Animal Care).

12. 03 ORGANI ZATI ON AT THE VA MEDI CAL CENTER
a. Prof essional Staffing
(1) Veterinary medical services may be provided t
full- or part-time Veterinary Medical Officer, appo
veterinary medical consultant, or a combination of
clinical veterinarian.
(2) VMO (Veterinary Medical Officer)
(a) Qualifications
1. A VMO must have a degree of Doctor of Veterinary
Medical Doctor from an approved school of veterinar
and experience in laboratory animal medicine. [The

VMO is Chief, VMU (Veterinary Medical Unit).]

2 . Appointment to a position of VMO is subject to a
R&D, VA Central Office, regardless of the source of

(b) Supervisory Controls. A VMO is responsible d
R&D.

(c) Primary duties of individuals in this positio
limited to:

1 . Directing the design and operation of the animal
compliance with current animal welfare laws, regula
support R&D programs using animal subjects.

2 . Providing professional guidance and technical su
facility's investigators in planning, executing, an
using animal subjects.

3 . Initiating or reviewing requests for equipment u
facility and plans for animal [ ] facility construc

4 . Serving as a member of the Animal Studies Subcom

5 . Reviewing all proposals that include the use of
before consideration by the Animal Studies Subcommi

6 . Participating in semiannual inspections of anima

7_. Contributing to the promotion of favorable commu

increased public appreciation of the importance of
patient care.

ith applicable Federal,

(National Institutes of Health) and State laws and regulations pertaining to

al centers in attaining and

(American Association for Accreditation of Laboratory
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irectly to the ACOS for

n include but may not be

[ ] facility to ensure
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ttee.
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8 . Participating in VA Central Office directed effo
improved animal research support of R&D programs th
system.

(3) VMC (Veterinary Medical Consultant)

(a) Qualifications. Qualifications of a VMC are
for a VMO. Appointment as a VMC is subject to appr
Central Office regardless of the sources of salary

(b) Supervisory Controls. Consultants are respon
(c) Contractual Agreement

1. Contracts for veterinary medical consultation ma
with an organization or an individual provided tha
qualified VMC or an individual supervised by a qual
must receive prior approval by the ACMD for R&D reg
support.

2 . When a VA medical center obtains veterinary medi
contract rather than employment of a VMO, arrangeme
regularly scheduled visits. The frequency of visit
and nature of research activity at a particular loc
circumstance will visits to a VA medical center [an
ongoing program of animal research be less frequent
Supplemental visits, scheduled or unscheduled, may
ensure provision of adequate veterinary medical car
12.04d (1) and (2).

(d) Primary duties of a VMC include:

1. Providing guidance to the ACOS for R&D, the AA f
supervisor in designing and directing operations of
ensure compliance with applicable animal welfare la
support R&D programs using animal subjects.

2 . Other duties as described in paragraph 12.03a(2)
(4) Clinical Veterinarian

(&8 When circumstances preclude the provision of
veterinary medical care by a VMO or VMC, a local ve
to provide elements of this service commensurate wi
clinical veterinarian in such cases functions wit
veterinary medical care developed by the responsibl
circumstances a clinical veterinarian supplements,
services of the VMO or VMC.

(b) Clinical veterinarians must be licensed to pr
in a state. Exceptions to this requirement must be
R&D, VA Central Office.

(c) Duties include:

1 . Emergency medical and surgical care of animal su

rts that contribute to
roughout the VA health care

the same as those described
oval of the ACMD for R&D, VA
support.

sible to the ACOS for R&D.

y be negotiated either
t services are provided by a
ified VMC. Such contracts
ardless of source of

cal services through a
nt must be made for
s will depend on the size
ation, but under no
imal facility] with an
than four times annually.
be arranged as required to
e as described in paragraph

or R&D, and the [VMU]
the animal [ ] facility to
ws and regulations, and to

(c)(2) through (8).

adequate and timely
terinarian may be employed
th training and skills. The
hin the plan of adequate
e VMO or VMC. Under such
but does not replace,

actice veterinary medicine
approved by the ACMD for

bjects.



2 . Diagnostic and therapeutic measures for sick or injured animals.

3 . Implementation of preventive medicine practices

b. ] Super vi sor

[(2) Each facility with an active program of anima | research should assign an
individual responsibility for routine animal care a ctivities. The
organizational title of this position is Supervisor , (VMU (Veterinary Medical
Unit).]

(2) Qual i fications. Through training and/or experience, the VMU super visor
must possess adequate knowledge and skills in labor atory animal science and
technology, record keeping and personnel management for the day-to-day

operations of the facility.

3) Supervi sory Controls. The [VMU] supervisor is responsible to the VMO
when such position exists. In the absence of a VMO , the [VMU] supervisor is
responsible to the Administrative Assistant for R&D

(4) Primary Duties

(a) Scheduling work assignments of the [VMU] staf f and monitoring quality
and quantity of work performed.

(b) Providing orientation and training for [VMU] employees.

(c) Instructing and assisting research technician s and investigators in
performance of routine techniques for animal experi mentation.

(d) Maintaining essential records (e.g., animal a nd equipment inventories,

procurement records).

(e) Ensuring the maintenance of a sound program o f animal husbandry.

(f) Ensuring the maintenance of a stable animal e nvironment (temperature,
lighting, ventilation) and promptly reporting malfu nctions to proper
authorities.

(g) Noting and reporting abnormal behavior or ill ness in animal subjects to
the designated veterinarian (VMO, VMC, or clinical veterinarian).

(h) Recording and reporting misuse of animals dur ing experimentation or
deviation from approved protocols to the VMO, VMC, clinical veterinarian, or

other member of the Animal Studies Subcommittee.

12. 04 OPERATIONS AT THE VA MEDI CAL CENTER

a. [VMUs (Veterinary Medical Units)] must be operated as administratively
centralized [facilities] directed by a VMO (in those facilities with a full- or part-time VMO)
and/or a [VMU] supervisor. Animal use for both edu cational and research

purposes is subject to provisions of this section.

b. Equipment
(1) Requests for equipment to be used for animal husbandry must be initiated
by the [VMU] office to ensure suitability for the i ntended purpose and

compatibility with existing equipment.



(2) Equipment orders exceeding [$10,000] in value
GSA contracts must be approved in advance by the Of
Central Office. Orders for animal caging and mecha
are of particular concern in this regard.

c. Animal husbandry practices must be in accordan
Service) "Guide for the Care and Use of Laboratory Animals”
"Guide"), the IRAC
and Care of Vertebrate Animals Used in Testing, Res

and not purchased under
fice of the ACMD for R&D, VA
nical cage washing equipment

ce with the PHS

(Public Health

(hereafter referred to as the

(Interagency Research Animal Committee) "Principles for the Utilization

earch and Training,” and

USDA (United States Department of Agriculture) Regulations published as Title 9, CFR,

subchapter A, parts 1, 2, 3, 4 [and subsequent amen

d. Adequate veterinary medical care must be provi
maintained for research, testing, or educational pu

(1) The program must be planned and monitored by
training or experience for this responsibility and
observation of animals by a person qualified to ver
animal, the provision of veterinary medical care fo
injured and the application of currently accepted m
therapy. Adequate veterinary medical care also inc
humane aspects of animal experimentation such as th
analgesics and tranquilizers and the implementation
directed by the responsible veterinarian to allevia
pain or distress to animal subjects. The program m
VA veterinary medical officer or a veterinary medic
in laboratory animal medicine.

(2) A written program of adequate veterinary medi
by the responsible veterinarian and ACOS. The prog
and will include a schedule of visits if a part-tim
is used. A copy of the written program will be on
will be submitted to the ACMD for R&D, VA Central O

e. Animal Procurement

(1) Any animal used in a VA facility must be acqu
Federal laws and regulations and VA policy.

(2) NCI (National Cancer Institute). The AGPB (A
Production Branch) of the NCI provides various spec
VA investigators for locally approved VA research p
supplied to VA investigators at [ ] the same price
procure animals through the NCI submit a written pu
Reeder, NCI, Building 1020, Room 5, Frederick Cance
Frederick, MD 21701. When the NCI receives a purch
a contractor to ship the animals requested and bill
submitting the order. All payments for animal purc
to the contractor supplying animals.]

(3) NIA (National Institute of Aging). [An inter
negotiated with the NIA for provision of selected s
age groups of animals, subject to availability of t
requested and eligibility of investigators to recei
the interagency agreement. Investigators who are r

Review, Career Development, or other

dments].
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must include frequent
ify the health of each
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by VA Central Office in which aged rodents are requ
NIA animals shall, upon receiving notification of f
to the Assistant Chief Medical Director for R&D (14

(&) Name of principal investigator.
(b) Address of principal investigator.
(c) Title(s) of VA project(s) in which aged roden

(d) Species, strain, age, sex, and number of anim
funding.

1. The above information will be reviewed and, upon
to the NIA. Upon receipt of eligibility notificati
the NIA will inform the breeding facility of the na
investigators to whom animals may be shipped.

2 . VA Central Office provides to the NIA a revised
recipients of aged rats and mice prior to October 1
investigators meeting qualifications for retention
recipients of aged mice and rats shall submit to th
Director for R&D, attention (142/4), information li
September 1 of each year of continued eligibility.

3. To initiate a purchase request, an investigator,
office, must submit to the local Supply Service a ¢
Request Form to Procure Special Animals for Aging S
2237, Request, Turn-In, and Receipt for Property or

4 . The local Supply Service will prepare and submit
Form 90-2138) with the VA Form 10-4786 to the NIA.

5 . Information regarding the source and cost of ani
preparation of a purchase order is obtained from th
Development, NIA, telephone number (301) 496-6402.
90-2138) are payable directly to the NIA contractor
delivered.

(4) Requests for animal procurement will not be p
determined by the VMO or VMU supervisor that the so
appropriate and that adequate and appropriate housi
the animals' arrival.

(5) Delivery of live animals will be made directl
To avoid delay the procurement document must show s
[animal facility] where delivery is to be made. Ap
personnel must be designated to represent the contr
and inspecting live animals at the time of delivery

f. Euthanasia
(1) Euthanasia of animal subjects when indicated

manner that minimizes stress and discomfort to anim
psychological distress to persons performing this t

ire
un

d and who wish to obtain
ding, submit a memorandum

2/4) and list the following:

ts
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(2) Methods of euthanasia must follow recommendat
AVMA (American Veterinary Medical Association) Pane
exception to these recommendations must be based on
requires advance approval of the local Animal Studi

g. Standard Operating Procedures

(1) The [VMU] supervisor with guidance and assist
develop a manual of standard operating procedures s
methods of cleaning animal housing and research are
practices, staff training, equipment maintenance an

(2) The standard operating procedures manual must
annually by the [VMU] supervisor and the VMO or VMC
changes in procedures.

h. Operating costs recovery

Investigators using animals will be charged a pror
care] costs [ ]. An annual review of rates with re
recommended. Charges for animal care are to be bas
costs less amount received in cost center 105 fundi
of animal care costs are best made from records of
with inclusion of an inflation factor such as incre
index.

i. Security

(1) Measures must be implemented to exclude the e
personnel into the animal facility. [Special atten
warranted by the threat of property destruction and
use of animals in research.]

(2) Requests for tours of the [animal facility] b
persons claiming to represent animal rights and ani
should be handled with discretion and permitted onl
VA medical center Director or designee.

(3) Inquiries regarding lost pets should be handl
sensitivity. Permission to search an [animal facili
granted only after determining with reasonable cert
bona fide and after obtaining a detailed descriptio
including sex, color, markings, breed, approximate
last seen by the owner.

j- Use of Explosive Anesthetic Agents in [Animal

(1) Newer anesthetic agents have essentially elim
using explosive agents for anesthesia in any specie
explosive agents for this purpose in animals weighi
avoided in any animal research area.

2) Use of ether or other explosive agents for an
euthanatizing] small rodents, birds or other animal
while discouraged, is permitted provided approval,
procedure, is obtained in advance.

ions of the most recent
| on Euthanasia. Any
scientific necessity and
es Subcommittee.

ance of the VMO or VMC must
etting forth schedules and
as, feeding and watering
d related activities.

be reviewed at least once
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previous year expenditures
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ntry of unauthorized
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Facilities]
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3) If an investigator finds non-explosive agents
anesthetizing [or euthanatizing] animals, authority
agent in animals weighing less than 1 kg. is reques
Request to Use Explosive [Agents] following the for

(4) The "Request to Use Explosive [Agents]" is re
local Animal Studies Subcommittee, Veterinary Medic
Officer. If approved locally the request is forwar
[VHS&RA (Veterans Health Services and Research Admi
Director, Attention: Regional Safety Staff.

(5) The appropriate [VHS&RA] Regional Office's te
reviews the Request to Use Explosive [Agents] for c
requirements and forwards the request with a recomm
disapproval to the ACMD for R&D (142) VA Central Of

(6) The ACMD for R&D (142) reviews recommendation
Regional Office and justification for using explosi
disapproves the request. The initiating investigat
action taken by the ACMD for R&D, VA Central Office

(7) Upon notification of approval by the ACMD for
the investigator initiating the request may proceed
procedure, strictly observing prescribed safety pre

(8) Appropriate precautions must be followed in s
ether or other explosive anesthetic agents. At a mi
include the following:

(@) Procedures must be performed within a properl
safety hood.

(b) All electrical equipment used with such agent
powered outside the hood.

(c) Containers of ether or other explosive anesth
in a safety hood throughout use and stored in an ex
or if completely used, discarded following use.

(d) Containers of an explosive anesthetic agent a
of the agent must not be disposed of by incineratio
receptacles in which contents are ordinarily incine

(e) Care must be taken to ensure that all potenti
dissipated from animal carcasses and other objects
refrigerated storage other than explosion proof ref

k. Use of Patient Care Areas and Equipment for An

unsuitable for
to use ether or a similar
ted by submission of a
mat of appendix A.

viewed initially by the

al Officer and Safety

ded to the appropriate
nistration)] Regional

chnical support staff
ompliance with safety
endation for approval or
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s received from the
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R&D, VA Central Office,
with the approved
cautions.
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y operating, ventilated
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nd items containing traces
n or by placement in waste
rated.
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imal Studies

(1) Patient diagnostic, treatment and monitoring
used for animal studies only when such use is of po
patients.

(2) When procedures are performed on animal subje
equipment also used for patients, appropriate measu
safeguard the health and comfort of patients who wi
with those resources.

areas, and equipment may be
tential value to human

cts using areas or
res must be taken to
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(3) To ensure that necessary precautions are take
animals using patient care areas or equipment must
with the process described as follows:

(a) Approval of a VA facility Director must prece
and equipment for animal studies.

(b) Administrative approval must be requested by
Use Patient Care Procedural Area and/or equipment f
the format of appendix B.

(c) Upon approval by the VA facility Director, th

(d) A copy of the approved protocol must be forwa
Director to the ACMD for R&D (142), VA Central Offi

(e) Deviations from the approved protocol require
protocol prepared and approved in advance of implem
original protocol. A copy of the approved revised
to the Assistant Chief Medical Director for R&D (14

(f) An individual responsible for use of instrume
in patient care must be in attendance when research
animal subjects using such resources.

(g) Records of each procedure must be prepared by
requesting use of patient care procedural areas in
these records must be retained by the principal inv
years. A second copy must be forwarded to the ACOS
the procedure. Records must include:

1 . Date of protocol approval.

2 . Date procedure(s) performed.

3 . Animal species and number used.

4 . Equipment or instrumentation and patient-care ar
use.

5. Name and title of individual responsible for use
equipment and space who was in attendance at the ti

6 . Name and title of individual in attendance of th

7_. Name of individual inspecting equipment and pati
animal research use.

8 . Notation of any unanticipated events occurring d

equipment malfunction, disturbance caused by animal subject, etc.).

l. Ani nal St udi es Subcommittee

(1) Each VA medical center with a program of rese
vertebrate animals must establish an Animal Studies

n, procedures performed on
be performed in accordance
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rded by the facility
ce.

submission of a revised
entation as outlined for the
protocol must be forwarded
2), VA Central Office.
nts or equipment and space
procedures are performed on

the principal investigator
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Committee. [The subcommittee is analogous to what is referred to in USDA

regulations as the IACUC (Institutional Animal Care and Use Committee).] Members of the
subcommittee are to be nominated by the R&D Committ ee and appointed by the VA
medical center Director. Members other than those who are ex officio serve
terms not to exceed 3 years, on staggered appointme nts.

(2) Composition . The Animal Studies Subcommittee must consist of not fewer

than five members and must have at least:

(@) One member who is a doctor of veterinary medi cine with training or
experience in laboratory animal science and medicin e, who has direct or
delegated program responsibility for activities inv olving animals at the VA
medical center; this member serves ex officio with vote.

(b) One member who is a practicing biomedical sci entist experienced in

research involving animals.

(c) One member who is a non-scientist (e.g., ethicist, member of the clergy).

(d) One member who is not affiliated in any way wi th the VA medical center
other than as a member of the subcommittee; this pe rson must be appointed to
represent the general community interests in the ca re and treatment of animals.

(e) Atleast one member of the parent R&D Committ ee.

(3) VA Functions of the Subcommittee

@) Facility | nspections

1. The inspection must follow standards established in the most current
"Guide" and current USDA Regulations promulgated in accordance with the "Animal
Welfare Act." The inspection must include a review of both physical facilities
and operational procedures. The subcommittee must inspect, at least once every
6 months, all animal study areas and animal facilit ies (including satellite facilities).

2 . After each inspection a report (reports control exempt) must be prepared which

includes the following information:

a . A description of any items not in compliance wit h USDA Regulations or the
"Guide" and a [reasonable and specific plan and sch edule with dates for
correcting each deficiency. Any failure to adhere to the plan and schedule
that results in a significant deficiency remaining uncorrected shall be
reported in writing within 15 business days by the subcommittee through the
Research and Development Committee and the medical center Director to the ACMD

for R&D (142).]

b . Any minority views of the subcommittee.

Cc . A list of members of the subcommittee present at the inspection with
name, degree(s) and position (job title) of each member.
d . The signature of all members involved in the ins pection and a list of all

members not participating in the inspection.

e . Alist and estimated cost of improvements needed to correct deficiencies
that cannot be accomplished using locally available resources.



[3_. The report must be retained on file for at least 3 years by the ACOS for

R&D. A copy of the report must be forwarded throug h the R&D Committee and the
medical center Director to the ACMD for R&D, VA Cen tral Office, attention
(142/4). The deadlines for receipt of reports are May 1 and December 1 of each
year.

4. Any failure to adhere to the plan and schedule f or correcting
deficiencies described in the report that results i n a significant deficiency
remaining uncorrected within the time stipulated sh all be reported in writing
within 15 business days by the Subcommittee through the R&D Committee and the

medical center Director to the ACMD for R&D (142).]

(b) Research Proposal Review. The Subcommittee must review and approve,
require modifications in (to secure approval), or w ithhold approval of all
research proposals when such research includes the use of live vertebrate
animals and when such research is supported by VA f unds and/or conducted on VA
premises. The review must direct particular attent ion to the VA Animal
Component of Research Protocol (Appendix C) further described in paragraph 12.08.
Evaluations of the animal component forms are based on standards promulgated by
the United States Department of Agriculture as auth orized by the Animal Welfare
Act, the Public Health Service "Guide," and the Int eragency Research Animal
Committee "Principles for the Utilization and Care of Vertebrate Animals Used
in Testing, Research and Training." (These guidelines are also followed by the American
Association for Accreditation of Laboratory Animal Care in the process of accrediting animal research programs.)
[The Subcommittee on Animal Studies shall determine that all activities

involving animals meet the following requirements:

1 . Procedures involving animals will avoid or minim ize discomfort, distress,
and pain to the animals.

2 . The principal investigator has considered altern atives to procedures that
may cause more than momentary or slight pain or dis tress to the animals, and
has provided a written narrative description of the methods and sources used to

determine that alternatives were not available.

3. The principal investigator has provided written assurance that the
activities do not unnecessarily duplicate previous experiments.

4 . Procedures that cause more than momentary or sli ght pain or distress to
the animal will:

a. Be performed with appropriate sedatives, analges ics or anesthetics,
unless withholding such agents is justified for sci entific reasons, in writing,
by the principal investigator and will continue for only the necessary period
of time.

b . Involve in their planning consultation with the attending veterinarian or
designee.

¢_. Notinclude the use of paralytics without anesth esia.

5. Animals that would otherwise experience severe o r chronic pain or
distress that cannot be relieved will be painlessly euthanatized at the end of
the procedure or, if appropriate, during the proced ure.

6 . The animals' living conditions will be appropria te for the species and

contribute to their health and comfort.



7_. Medical care for animals will be available and p rovided as necessary by a
qualified veterinarian.

8 . Personnel conducting procedures will be appropri ately qualified and
trained in those procedures.

9 . Activities that involve surgery include appropri ate provision for pre-
operative and post-operative care of the animals. All survival surgery will be
performed using aseptic procedures.

10 . No animal will be used in more that one major op erative procedure from
which it is allowed to recover, unless justified fo r scientific reason by the
principal investigator in writing, or is required a S a routine veterinary
procedure or to protect the health or well being of the animal, or receives

specific approval by the Administrator, USDA.

11 . If food or water deprivation is planned, the pro cedure is scientifically
justified and the process by which deprivation is m onitored is adequately
described.]

(©) Project Mnitoring. The subcommittee must establish a mechanism to
monitor experimental animal procedures particularly when a high potential
exists for producing pain or distress to animal sub jects.

(d) Annual Revi ew of Proposals. The subcommittee must review annually the
animal component of all continuing projects submitt ed as described in paragraph
12.09 e.

(e) Suspension of Projects. The subcommittee must suspend any research
project upon determination that conditions of anima | care, treatment or
practices are not in compliance with USDA regulatio ns and the PHS "Guide" and
conditions are not corrected promptly after notific ation of their existence.
Such projects may be resumed only after the subcomm ittee has determined that

corrective action has been taken.

4] Educational Use Review  Proposed use of animals for instructional
purposes must be reviewed and monitored by the Subc ommittee following a process
similar to that employed for research proposals. T he Animal Welfare Act does
not distinguish between animals used for research a nd those used for training.

(9) Reporting of Hazardous Material. The subcommittee must provide the
Facility Safety Officer with a list of materials us ed in the [animal facility].

A MSDS (Material Safety Data Sheet) must be maintained by the subcommittee for each
chemical identified as "hazardous" by the Facility Safety Officer.

12. 05 LEGAL CONSI DERATIONS I N CARE AND USE OF ANI MALS

a. Animal Welfare Act. VA medical centers maintaining active animal
research and/or training facilities are subject to provisions of the Animal
Welfare Act as amended. VA animal [ ] facilities ar e not ordinarily inspected
by officials of the USDA (United States Department of Agriculture) but rather are required
to establish and maintain a program of self inspect ion conducted in accordance
with regulations promulgated by the USDA as set for th in the Animal Welfare
Act. An exception occurs in instances where animal s owned by a non-federal

institution  are housed or used in a VA facility. ]

nder



such circumstances, USDA officials are authorized t o enter a VA animal [ ]
facility for the purpose of inspection.

b. Local Regul ations. If state, municipal or other local governmental
entities impose rules or regulations related to pro curement, care or use of
animals in research that are more restrictive than are those of the Federal
government, the more restrictive provisions should be followed unless an
exception is approved by the ACMD for R&D, VA Centr al Office and if no conflict
exist between Federal and other government regulati ons and policies.

12.06 POLICI ES AND REQUI REMENTS OF OTHER FEDERAL ENTI Tl ES

a. PHS (Public Health Service)

(1) Animal care and use within VA medical centers must be in accordance with
the PHS policy for care and use of vertebrate anima Is by institutions receiving
PHS awards.

(2) The PHS standards are described in a booklet entitled "Guide for the

Care and Use of Laboratory Animals."

(3) Eligibility for PHS funding requires submissi on of a written animal
welfare assurance to the OPRR (Office for Protection from Research Risks), PHS, indicating
that the ARF is either:

(a) Accredited by AAALAC or

(b) Evaluated by a local institutional committee following PHS guidelines.
b. FDA (Food and Drug Administration). Non-clinical trials of drugs or
materials from which data are to be used in seeking approval of the FDA are to
be performed in accordance with standards referred to as GLPs (Good Laboratory

Practices). (See 21 CFR Part 58 for standards.)

c. OSHA (Cccupational Safety and Health Admnistration). Precautions
dictated by OSHA and VA manuals must be followed i n use of ethylene oxide and
other carcinogenic, mutagenic or toxic chemicals in the animal [ ] facility.

(See generally 29 CFR pt. 910 and VA Manual MP-3, pt. 111.)

d. DEA (Drug Enforcenent Agency). Controlled substances used in animal [ ]
facilities must be secured in accordance with regul ations of the DEA. (See 21
CFR pt. 1305.)

e. DO (Departnent of Interior). The use of rare and endangered species,
which includes species of nonhuman primates, is re gulated by the DOI.
Information regarding such regulations may be obtai ned by contacting the Office
of Endangered Species, U.S. Department of Interior, Fish & Wildlife Service,

Washington, DC 20740.

f. NRC (Nucl ear Regul atory Conmi ssion). VA policies for the use of material
subject to NRC regulations must be followed at all times. Use of radioisotopes
in animal studies must be approved in advance by th e appropriate subcommittee.

12. 07 ACCREDI TATI ON BY AAALAC

a. VA animal [ ] facilities must meet standards o f the AAALAC or present
evidence to the ACMD for R&D, VA Central Office of continuing progress toward
attainment of those standards.



b. VA animal [ ] facilities not currently accredi
accreditation by submitting a completed application
Director, AAALAC. Charges assessed by AAALAC for i
accreditation are paid by VA Central Office.

c. New applicants for accreditation must have sit
animal specialists selected by AAALAC. After revie
the AAALAC Council will either grant full accredita
accreditation, or withhold accreditation.

d. Each animal [ ] facility will ordinarily be re

Following such visits the AAALAC Council may grant

accreditation, place a facility on deferred continu
facility on probationary accreditation with listed
within a specified period, or revoke accreditation.

D Notification of either full accreditation, de
accreditation, or probationary accreditation may be
required or recommended improvements. A copy of th
or suggested improvements must be sent to the ACMD
attention (142/4).

(2) Deficiencies that can be corrected using loca
should be addressed immediately. Requests should b
through the appropriate regional director for funds
that are beyond the scope of local resources.

(3) For VA animal [ ] facilities in which accredi
suspended, a plan and timetable for correction of d
submitted to the ACMD for R&D VA Central Office, at
days of notification by the AAALAC of adverse actio

e. AAALAC requires submission of an annual report
changes in personnel or operations during the prece
accredited facility (see par. 12.09 b.). A copy of
submitted to the ACMD for R&D (142/4), VA Central O

f. If an [animal facility] is not AAALAC accredit
may request authorization to adopt an alternate mec
or monitor progress toward compliance with AAALAC s
of an alternative to AAALAC inspection should be di
(142/4), VA Central Office stipulating:

(1) Anticipated duration of alternate plan;
(2) Justification for not seeking or maintaining

(3) Proposed mechanism for evaluating and monitor
compliance with AAALAC standards;

(4) Existing condition of the [animal facility] u
Outline for Description of Institutional Animal Car

g. VA medical centers operating under an alternat
must submit to VA Central Office by January 1, 1989
within 30 days of the end of the calendar year, a r
changes, facility improvements and animal census du

ted may apply for
form to the Executive
nitial and continuing

e visits by laboratory
w of the site visit report,
tion, or provisional

visited once every 3 years.
continued  full

ed accreditation or place a

deficiencies to be corrected

ferred continued
accompanied by a list of
e response to the required
for R&D, VA Central Office,

lly available resources
e made to VA Central Office
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tation is either denied or
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ing progress toward
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h. Some VA medical centers may find contractual a
more feasible than development of on-site facilitie
Central Office must be informed of the location and
contract facility. If the contract facility is not
Office must be provided a description of means by w
been made that standards of AAALAC and the USDA are

i. For facilities exempted from seeking AAALAC ac
which accreditation is denied, the ACMD for R&D, VA
ordinarily designate an oversight committee of labo
specialists to conduct an initial site visit and pe

j- Only those VA facilities in which the [animal
accredited
an alternate plan approved by the ACMD for R&D are
funding for studies that employ animal subjects.

12.08 AN MAL COVPONENT REVI EW

a. Any research proposal that entails use of live
accompanied by a completed Animal Component of Rese
format prescribed by VA Central Office
requested from VA Central Office R&D Services. Use
VA Central Office is also recommended if VA facilit
regardless of funding source.

b. Instructions for completing the form are as fo
(1) Information provided should be sufficiently d
the body of the proposal is not required. A local A
may require additional information. The additional
an appendix to the VA Central Office prescribed for
(2) Address all items on the form. If an item is
on the form by "N/A"
adequate, additional pages may be added as appendic

(3) Prepare a separate description of the animal
used in the proposal.

(4) Give particular attention to the justification
animal model when rare or endangered species, nonhu
serve as the animal model.

(5) Number the pages sequentially at the bottom o

(6) Attach the completed Animal Component of Rese
appendices to the research application.]

c. Animal Component of Research Protocols must be
Studies Subcommittee which may:

(1) Approve the form as submitted.

(2) Disapprove the form as submitted.

(Appendix C) [if funding

rrangements for animal care
s. In such cases VA,
accreditation status of the
accredited, VA Central
hich a determination has
met.

creditation and those for
Central Office, will
ratory animal medicine

riodic reinspections.

facility] is AAALAC

(full, provisional, [deferred continued] or probationary) or which are operated under

eligible to receive R&D

vertebrate animals must be
arch Protocol following the

of the format prescribed by
ies are to be used
llows:
etailed that reference to

nimal Studies Subcommittee
information may be added as

m.

not applicable, indicate so

(do not leave the space blank). Where space provided is not
es.

for each animal species

for use of the proposed
man primates, dogs or cats

f the each page.

arch Protocol and required

reviewed by the Animal

(partial or full) is



(3) Return the form to the initiator for modifica
additional information and resubmission to the Anim

d. Upon approval by the Animal Studies Subcommitt
Research Protocols must be signed and dated in spac
opinions of the subcommittee shall be noted on the

e. Following receipt of proposals with approved A
Protocol forms by VA Central Office, Animal Compone
forms will be sent to external Veterinary Medical R
Office.

f. Veterinary Medical Reviewers selected by the O
VA Central Office examine animal component forms to
animal care and use are appropriate based on standa
animal welfare regulations and the Interagency Rese
principles of animal care and use. Scientific meri
primary concern to Veterinary Medical Reviewers. A
component form, the Veterinary Medical Reviewer wil
indicating either that the animal component is acce
expressing concerns regarding specific elements of
proposals in which the Veterinary Medical Reviewer
recommendation may be made to:

(1) Direct the PI
with the VMO or VMC, in which case a response to VA
required.

(2) Have the issue(s) resolved among the Pl and t
Subcommittee and the VMO or VMC with further review
required.

(3) Withhold approval until issues raised are res
local Animal Studies Subcommittee and the VMO or VM
approved by VA Central Office.

g. Veterinary Medical Reviewers' reports are forw
reviewing proposals for scientific merit which may
partially with the Veterinary Reviewer's recommenda
recommendation of the Veterinary Medical Reviewer.
committee agrees with recommendation of the Veterin
recommendation should be noted on the summary state

h. If the peer review committee does not fully co
Medical Reviewer's recommendation, the proposal wit
the summary statement and the Veterinary Medical Re
forwarded to the CVMO
must then recommend action to the Director, Medical
Director of Health Services R&D Service or the Dire
Service as appropriate.

i. When funds are withheld due to concerns regard
the Pl must, in order to secure funding, submit a r
Animal Studies Subcommittee, the R&D Committee, and
Director to the appropriate R&D Service Director, V
receipt of a satisfactory response, as determined b
released.

tion, clarification, or
al Studies Subcommittee.

ee, Animal Component of
es designated. Minority
last page of the form.
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j. If during a research study a Pl wishes to modi fy procedures described in

the Animal Component of Research Protocol form, suc h changes should not be made
until approved by the Animal Studies Subcommittee. When the Animal Studies
Subcommittee approves substantial modification of a n animal component form, the
subcommittee must submit notification of this actio n to the ACMD for R&D, VA
Central Office, attention (142/4). This is especia lly important when such
changes are likely to produce a level of pain or di stress to animal subjects
greater than procedures described in the original a nimal component form or when
the proposed procedure modification is aestheticall y unpleasant. [If the
original proposal did not include an approved anima | component, a completed
Animal Component of Research Protocol shall be forw arded to the ACMD for R&D,
attention (142/4) following approval by the local A nimal Studies Subcommittee.]

12. 09 REPCRTS

a. An Annual Report of Research Facility, IRCN 01 80-DOA-AN, using a standard
form provided by the USDA must be prepared by each VA medical center with a
functioning animal facility. Completed forms must b e submitted by November 15
each year as a component of part Il of the RDIS (Research and Development Information
System) Report (VA Form 10-5368) to the BECC (Biomedical Engineering and Computer
Center), Sepulveda, CA. The BECC forwards [one cop y] of the USDA Annual
Reports to VA Central Office attention (142/4) [and a second set of copies to
the Western Sector Office of the USDA.] Negative r eports are required of VA
medical centers with animal facilities inactive dur ing the 12 months preceding

the report due date.

b. AAALAC Reports . Each AAALAC accredited [animal facility] must pr epare an
annual report describing changes in facilities, per sonnel and [animal facility]
operations during the previous year. A copy of the report must be submitted to
the ACMD for R&D, VA Central Office, attention (142 14).

c. Semiannual reports of [animal facility] inspec tions must be prepared by
the Animal Studies Subcommittee as described in par agraph 12.04, .(2)(a).

d. Preparation of the RDIS report is described in chapter 4. Information
regarding use of animal subjects in VA R&D programs is required when the

research activity includes an animal component.

e. An annual review of animal studies is required for studies in which live
vertebrate animals are used and for which funding i s approved for a period
exceeding 1 year. The review is due on the annivers ary date in which funding
commences [or a date specified by the Animal Studie s Subcommittee] and annually
thereafter for the duration of the project. A memo randum must be submitted by
the Pl to the Animal Studies Subcommittee not later than 1 month before the

scheduled review either:

(1) sStating that the animal component is unchange d from that described in
the approved proposal, or

(2) Describing any changes in the animal componen t of the study.

12.10 COCCUPATI ONAL HEALTH AND SAFETY

a. Personal Hygi ene. Each field VA medical center must develop a writte n
directive concerning personal hygiene for personnel engaged in the care and use
of experimental animals. The directive must includ e instructions about wearing

and cleaning of



protective clothing, smoking, eating and drinking p ractices in research
laboratories and animal care areas and hand washing following contact with

animals or animal tissues. Personnel subject to th is directive must be made
aware of its provisions.

b. Preventi ve Medici ne. Each VA medical center with a program of research
in which laboratory animals are used must develop a written directive
establishing a program of preventive medicine for p ersonnel engaged in the care

and use of experimental animals.

[(@) The program must include provisions for phys ical examinations,
immunization, health monitoring, reference serum co llection and storage, injury
prevention and means of familiarizing personnel wit h risks of zoonotic
diseases.

(2) Employees whose duties require significant co ntact with dogs, cats, bats
or wild carnivores shall be provided the opportunit y of receiving preexposure
rabies immunization in accordance with current reco mmendation of the PHS (Public
Health Service) Center for Disease Control. The Personnel Health S ervice shall
procure and administer the vaccine at no cost to em ployees requesting

immunization.

(3) Transporting animals into or through areas us ed by patients or visitors
is to be avoided when feasible. When essential to do so, all reasonable means
of minimizing health risks to patients and visitors should be observed.]

c. Hazar dous Cheni cal s

(1) Responsibilities of the Animal Studies Subcom mittee regarding hazardous
chemicals are described in paragraph 12.04, 1. (3)( Q).

(2) The words " HAZARDQUS: MSDS required" must appear on all purchase

requests for hazardous chemicals.

12.11 EDUCATI ON AND TRAI NI NG

Each VA medical center with a program of research in which laboratory animals
are used must implement a program of training for s cientists engaged in animal
experimentation, animal technicians and other perso nnel responsible for animal
care and use. The training should include instruct ions on:

a. Humane and scientifically sound practices of a nimal care and use.

b. Research or testing methods that minimize or e liminate the use of animals

or limit animal pain and distress.

c. Procedure for reporting improper care or use o f animals to appropriate VA
officials.

d. Any special skills required in performance of animal manipulative
procedures employed in the course of experimentatio n.

e. Employee rights to a safe and healthy workplac e under the Occupational
Safety and Health Act, Public Law 91-596 and Execut ive Order 12196.

NOTE: More specific training requirements are being developed and will be issued at a future date.



1. Name of explosive agent and its Material Safety
2. Beginning and ending dates during which agents
3. Nature of study(ies) for which use of an explos

4. Justification for use of an explosive agent rat

agent.

5. Name and title of responsible investigator.
6. Name and title of individual administering agen
7. Species, weight, and approximate number of anim

anesthetized, or euthanatized.

8. Building and room number in which agentisto b
9. Description of the procedure including assuranc

a. Procedures are performed within a properly ope

hood.

b. All electrical equipment used with the agent a

outside the hood.

c. Once the seal is broken on containers of ether

anesthetic agents, the must be:

(1) Placed into a safety hood throughout use,
(2) Stored in an explosion proof refrigerator, or
(3) Discarded properly whether uncompletely or co

d. Disposal procedures for items containing trace

appropriate.

Signature of Investigator

Approving Officials:

Chairperson, Animal Disapproved

Studies Subcommittee

Veterinary Medical Officer  Disapproved

Facility Safety Officer Disapproved

Sept enber 17, 1990
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VHS&RA Regional Disapproved Date
Safety Officer

Approved
ACMD for R&D Disapproved Date
VA Central Office
Sept enber 17, 1990 M3, Part |
Chapter 12
APPENDI X 12A
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Chapter 12
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REQUEST TO USE PATI ENT CARE PROCEDURAL
AREA FOR ANI MAL STUDI ES

=

. Name of principal investigator.
2. Concise statement of the potential benefit of s
3. Species and number of animals to be used.

4. Potential pain or distress to animal subjects a
for prevention or alleviation of pain or distress.

5. Equipment and location of patient care area to
6. Date(s) procedure(s) to be performed.

7. Complete description of measures to be taken to
diseases or parasites from animals to patients and

8. Complete description of measures to be taken to
noise) to patients and patient care personnel.

9. Complete description of methods to be employed
equipment and room surfaces by animal feces, urine,
body fluids.

10. Details of procedures to be followed in cleani
equipment and room surfaces following use.

Signature of Principal Investigator Date

Signatures of Approval:

Chairperson, Animal Studies Subcommittee  Date

Veterinary Medical Officer Date
Chairperson, Clinical Executive Board Date
Associate Chief of Staff for R&D Date
Chief of Staff Date

Sept enber 17, 1990

M3, Part |
Chapter 12
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Facility (Hospital or Clinic) Director Date
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ANIMAL COMPONENT OF RESEARCH PROTOCOL

Name of Principal |nvestigator:

Proposal Title:

Pr ot ocol No. (fromR&D Office): Dat e:
Ani mal Speci es (separateformfor each species):

Antici pated beginning and ending dates of animal studies described in this
pr ot ocol :

. OVERVI EW (attach an abstract or copy of VA Form 10-1313-2, Summary Description of Program/Project as
Appendix A-1)

A Descri be experimental procedures and manipul ations of the aninals and
their intended purpose. Be brief and specific (e.g., cannulas will be placed
into the cerebral ventricle to adm nister opiates and deternmine effect on
eating behavior). [Summarize in narrative form the procedures and manipulations to be performed using
animals and explain why the procedures and manipulations are performed.]

B. Describe the characteristics of the animal that justify its use in the
proposed study. [Describe characteristics of the animal model that make it the most appropriate for the study.
This might include consideration of body size, data from previous studies or unique physiological features. Cost alone
is not an acceptable justification for selection of the animal model.]

C. Qualifications

State the name(s) and describe qualifications (education, training and
rel evant experience with experinental aninmals) of individual(s) conducting this
st udy. [Indicate previous experience and training of personnel performing the procedures described. This should
enable reviewers to be certain that animal surgery or other manipulations of animal subjects are performed by
individuals qualified to accomplish the procedures skillfully and humanely. A listing of academic degrees is not an
adeguate response to this question.]

1. AN MAL SUBJECT DESCRI PTI ON

Speci es: Strai n/ Breed:
Sex: Age/ Si ze:
Sour ce:

M crobial Status (e.g., SPF, Conventional):

Nurmber of Animals to be Used per Year:

Year 1 Year 2 Year 3 Year 4 Year 5
Sept enber 17, 1990 M3, Part |
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Descri be how the nunber of animals needed for the study was determ ned. [Species,
Srain/Breed, Sex, Age/Sze and Source are self explanatory. The Microbial Status may be axenic, gnotobiotic, specific
pathogen free or conventional. The number of animals to be used each year of the proposed study should be listed in
the appropriate column. Following the list of number of animals to be used each year describe how this number was
determined. The smallest number required to obtain scientifically valid information should be used and statistical
calculations should be noted when appropriate. The number of animals comprising the experimental groups and the
number serving as controls for the duration of funding requested should be listed.]

[11. AN MAL HUSBANDRY AND CARE

A. Are all animal husbandry and other handling practices and procedures,
including aninmal health nonitoring, diet, primary enclosures, environmental
control, and nmeans of identification as described in the |local standard
operating procedures manual? YES = NO___ If not, attach a description of
devi ations from standard procedures and practices as Appendi x A-2. [Each VA animal
facility should have a standard operating procedures manual. If animal husbandry and care practices planned deviate
from those described in the standard operating procedures manual, they are to be described in an appendix. The
husbandry and care practices should meet standards described in the
Guide for the Care and Use of Laboratory Animals.]

B. \Where are animals to be housed? [List building and room numbers.]

C What is the current AAALAC accreditation status (full, deferred
conti nued, probationary, provisional) of the VA animal facility? [Research supported
by the VA must be performed in facilities meeting standards of the American Association for Accreditation of
Laboratory Animal Care (AAALAC). Sipulate whether the animal facility is currently provisionally or fully
accredited or is under deferred continued full accreditation or on AAALAC probation. A small number of VA animal
facilities are operated under a temporary VA Central Office approved alternative to AAALAC accreditation. In such
cases this should be noted.]

D. Are aninals to be housed in non-VA facilities? YES__ NO__ If yes, are
the facilities AAALAC accredited? YES__ NO__ If facilities are not AAALAC
accredited, how was their adequacy eval uated? [If animals are to be housed in unaccredited,
non-VA facilities, explain how the facilities were determined to be adequate by the Subcommittee on Animal Studies.]

E. Is nmedical care for aninaels available and provided as necessary by a
qualified veterinarian? YES__ NO__ If not, explain: [Adeguate veterinary medical care
must be provided as described in R&D Manual M-3, part |, 12.04 d. and subsequent revisions.]

I V. EXPERI MENTAL PROCCEDURES

A Location (building and room number) at which experinental procedures are
per f or med.

B. Test Substances, Cells or Hazardous Materials

W1l radioisotopes, toxic, antigenic, pharmacologic, infectious, carcinogenic
or other types of test substances or cells be adnministered to Iive aninmals as
part of the experinmental protocol? VYES _ NO __ If no, proceed to itemC, if

yes, conmplete itens 1-4 bel ow
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(1) List the test substance(s), amount to be used, frequency and route of
adm ni stration and expected effects of the substance(s): [Anymaterial tobeadministered
as part of the study other than biological or pharmaceutical agents employed to provide appropriate medical care or
alleviate pain and distress isto be listed. Substances used to stimulate antibody production and tumor transplants are
examples of substances that should be included in this section.]

(2) Hazardous Materials
Are any of the substances hazardous materials (e.g., toxic, radioactive,

i nfectious, carcinogenic)? YES_ NO__ |IF yes, what is the name of the hazardous
material (s)? |If radioisotopes are used, has the Radiation Safety O ficer been
consul t ed? YES_ NO __ Attach a copy of the Biohazard Statenent or a
description of precautions that wll be followed to protect personnel and

ani mal s as Appendi x A-3. [If aBiohazard Statement is not attached, include as an appendix a description
of precautions to be followed to protect personnel and animals, the length of time the hazard is a threat, means of
decontaminating and method of waste and carcass disposal. If a radioisotope is used, note its predicted half life. A
local Animal Studies Subcommittee may require a detailed description of precautions in addition to a Biohazard
Satement.]

(3) WII the test substances(s) cause aninmal pain, disconfort or distress?
YES__ NO__ If yes, to what degree and what neasures wll be taken to
alleviate or mnimze these adverse effects? [The nature and degree of pain, discomfort or
distress should be noted and means used to alleviate or minimize these effects described.]

(4) Is death used as an end point in this study? YES_ NO __ If yes,
explain why an earlier end point is not acceptable. [Deathmaybean acceptable end point;
however when experimental design permits, it is preferable that a point prior to death be established at which the
study will be terminated. If animals are euthanatized, death is not considered the end point and an explanation is not
required.

C. Specinen Collection

(1) Is animal use limted to euthanasia followed by tissue harvesting? YES_
NO__ If no, proceed to itemC 2. |If yes, proceed to itemF., Euthanasia. [Ifno
experimental procedures are performed prior to euthanasia, proceed to Item F., Euthanasia.]

(2) Are invasive procedures to be enployed for collection of tissue or body
fluids fromlive animals during experinentation? YES__ NO__ If yes, describe:
[Body fluids may include blood, lymph, ascitic fluid, cerebrospinal fluid or other fluids collected by aspiration or
similar means. Collection of urine in a metabolism cage would not be an invasive procedure.]

(a) Tissue or body fluid(s) to be collected:

(b) Method of specinen collection:

(c¢) Anmount and frequency of collection:

(d) Anesthetic, sedative or tranquilizing agent and dosage adm nistered
prior to specinmen collection:

D. Surgery
(1) Are surgical procedures to be perforned as part of the experinental
protocol? YES__  NO __ If no, proceed to item E If yes, describe the
sur gi cal procedur es and
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conplete itens D.2-5. [Minute details of the surgical procedure are not required, however the description
should include the surgical approach (e.g., ventral midline incision), organ involved (e.g. left nephrectomy), implants
(e.g., carotid catheter), and method of incision closure. From this description, reviewers will be able to determine the
level of potential pain that should be considered, degree of physical impairment that might result and postoperative
complications that might be anticipated.]

(2) \What preoperative procedures (e.g., fasting) and nedication, including
anesthetics and analgesics, wll be enployed prior to surgery? [The method of
anesthesia should be described, including route of administration and anesthetic dosage or a statement that the
anesthetic is given to effect. Other preoperative procedures that might be described include the administration of a
preanesthetic, withholding of water and/or food and administration of sedatives, antibiotics or other drugs.]

(3) Are paralytic agents used in conjunction with surgical nmani pul ati on?
YES  NO __ If yes, how will the absence of pain be assessed? [The fact that
paralytic agents abolish reflexes ordinarily used to measure depth of anesthesia must be recognized and alternate
means of assessing the absence of pain must be established. The Animal Welfare Act prohibits the use of paralytic
agents without general anesthesia.]

(4) Describe the nonitoring and supportive care provided during surgery:
[Means of maintaining and monitoring surgical anesthesia during prolonged procedures should be described. In
addition, means of maintaining and monitoring body temperature, fluid and electrolyte balance and heart and
respiratory rate might be described.]

(5) Are aninmal subjects expected to regain consciousness follow ng ngjor
surgical manipulation? YES__ NO__ If answer is no, proceed to itemE |If
answer i s yes; [Major operative procedures on species other than rodents are to be conducted only in facilities
intended for that purpose. Operative procedures on rodents and minor surgery of non-rodent species do not require a
dedicated facility, but must be performed using aseptic procedures. Scientific justification is required if an animal is
to be used for more than one major operative procedure fromwhich it is allowed to recover. Major surgery is defined
as penetration and exposure of a body cavity or any procedure that has the potential to produce permanent impairment
of physical or physiological functions. Appropriate medical care must be provided during the post-operative period in
accordance with established veterinary medical and nursing practices. Of particular concern is that analgesics, when
indicated, are administered.]

(a) Is surgery perfornmed in a room or area intended for aseptic surgery?
YES__ NO_ If not, explain:

(b) Is aseptic technique followed including use of sterile surgical gloves
and instrunments and aseptic preparation of the surgical field? VYES _ NO__

If not, explain:

(c) Is nore than one mmjor survival surgical procedure to be perforned on a

single animal? YES__ NO__ |If yes, explain:
(d) What care will be provided during the postoperative period (include
dosages) and what criteria will be used to assess the need for anal gesics?
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(e) What arrangenents will be made for providing routine postoperative care
and detecting and managi ng postoperative conplications during the normal work
day, weekends, holidays and after normal duty hours?

E. Oher Experinental Procedures

WIIl aninmals be subject to any experinental procedures not noted el sewhere in

Section IV (e.g., prolonged physical restraint, food or water deprivation,
noxi ous stinuli, environmental stress)? YES _ NO_ If yes, describe the
procedures and nethods that will be enployed to nonitor animals and nininmze

di sconfort. [Behavioral studies, experimentally induced illness, dietary manipulations, exposure to temperature
extremes and forced exercise are examples of procedures that may be described in this section. If food or water
deprivation is planned, the procedure must be scientifically justified and the process by which deprivation is monitored
described as required by USDA regulations.]

F. Eut hanasi a

(1) Are animals surviving an experiment euthanatized at conpletion of the
study? YES__ NO I f yes:

(a) What procedure will be enployed? |If a chemical agent is to be used,
list dosage and route of administration:

(b) Who will perform euthanasia and what is the training and experience with
t he procedure? [Thetraining and experience of the individual performing euthanasia should be specific for the
species and method used. When euthanasia is performed by an individual lacking appropriate skills, the procedure
must be properly supervised.]

(c) Does the nethod of euthanasia neet current recomendati ons of the AVMA
Panel on Euthanasia? YES__ NO__ |If not, provide justification for deviating
from the recomendati ons. [Deviations from the AVYMA Panel on Euthanasia recommendations may be
acceptable but must be based on scientific justification.]

(2) If animals are not euthanatized at the conpletion of the study, describe
means of disposal or further use. [If surviving animals are not euthanatized upon completion of the
study, describe whether they are used for additional studies, transferred to another investigator, sold or disposed of by
other means.]

V.  SPECI AL CONSI DERATI ONS

A.  Are procedures enmployed that are likely to cause nore than nonentary or
slight pain or distress to the animals? YES__ NO__ If yes: [Any procedure that
would cause more than momentary or dlight pain or distress to a human should be presumed to cause similar
discomfort to an animal unless evidence to the contrary is available.]

(1) Have alternatives, such as a |less sentient animal nodel, conputer nodels

or tissue culture been considered? YES _ NO__ Describe methods and sources
used to determne that suitable alternatives were not avail able. [TheAnima Welfare
Act requires that if
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procedures producing more than slight or momentary pain are performed, a written narrative description of the
methods and sources used to establish that alternatives were not available must be prepared. They offer as an
example of a source the Animal Welfare Information Center (National Agriculture Library, 10301 Baltimore
Boulevard, Beltsville, MD 20705).]

(2) Has a Doctor of Veterinary Medicine been consulted in planning the
procedure as stipulated in the Aninmal Wlfare Act? YES_ NO__ If no,
expl ai n: [Guidance and assistance of the attending or consulting veterinarian should not be limited to painful
procedures. However, the Animal Welfare Act specifically requires that when procedures cause discomfort, distress
or pain to the animals used, the attending veterinarian or designee must be involved in planning the study.]

B. Are procedures enployed that are intended to study pain? YES _ NO __
If yes, describe and justify: [Proceduresdesigned to study pain should beidentified and justified.]

C. Are drugs classified by the DEA as control |l ed substances used? YES__ NO
_ If yes, what controlled substances are used and what precautions are taken
to avoi d unaut horized access to these substances? [Controlled substances should be stored in
a locked cabinet or otherwise protected from unauthorized access.]

D. |Is a patient procedural area to be used for animal studies? YES__ NO __
If yes, attach copy of an approved "Request to Use Patient Care Procedural
Area" as Appendix A-4. [The use of patient care areas and equipment for animal studies requires
administrative approval as described in R& D Manual M-3, part |, 12.04 k.]

E. |Is ether or other explosive anesthetic agent to be used? YES__ NO _ | f
yes, attach copy of an approved "Request to Use Explosive Anesthetics" as
Appendi x A-5. [The use of ether or other explosive agents in the animal facility requires approval as described
in R&D Manual M-3, part |, 12.04j.]

VI. S| GNATURES
A. Certification by Principal |nvestigator

| affirm that to the best of nmy know edge, information provided in this
Ani mal Conponent of Research Protocol is conplete and accurate and that no
changes will be made w thout advance approval of the Subcomittee on Ani nal
Studies. | further certify that these studies do not unnecessarily duplicate
previ ous experinents.

Si gnature Dat e

B. Approval Signatures

The undersigned have evaluated the care and use of aninals described in this
protocol in accordance with provisions of the USDA Aninal Welfare Act, the PHS
Gui de for
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the Care and Use of Laboratory Animals and the U. S |Interagency Research Ani mal
Conmittee Principles for the Utilization and Care of Research Animals and find
the procedures described appropriate and acceptable. (Coments and di ssenting
vi ews may be noted bel ow the approval signatures.)

Typed Nane Si gnature Dat e
Vet erinary Medi cal

Oficer or VM
Consul t ant

Chai r per son,
Subconmmi ttee
on Ani mal Studies

Chai r per son,
R&D Committ ee

VII. Conments:
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